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DETAILED ACTION 
Summary 

Receipt of Applicant's response and claim amendments filed on 3/21/2008 is 
acknowledged. The previously submitted abstract (12/14/04) is sufficient. Claims 1 and 
9-16 are pending. 

Restriction 

Newly submitted claims 1 and 9-15 are directed to an invention that is 
independent or distinct from the invention originally claimed for the following reasons: 
they a process of producing claims and the original claims were directed to a product. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claims 1 and 9-15 are withdrawn from 
consideration as being directed to a non-elected invention. See 37 CFR 1.142(b) and 
MPEP § 821 .03. Claim 16 is rejected. 

Due to Applicant's claim amendments the previous rejections of record are 
hereby withdrawn. 

NEW REJECTIONS 
Claim Rejections - 35 USC § 102 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 16 is rejected under 35 U.S.C. 102(b) as being anticipated by US 
4,767,627 ('627). 

The instant claims are drawn to an extruded pharmaceutical product for retention 
in the stomach comprising an extrudate of a mix of hydratable polymer and active 
ingredient, the product prepared by the process comprising extruding of the mix of 
hydratable polymer and active ingredient using an extrusion mould designed to provide 
an extrudate with a rolled or prefolded configuration or an extrudate which is a hollow 
tube, and cutting the extrudate to give a plurality of rolled sheets, prefolded sheets or 
sealed tubes. 

• '627 teaches a drug delivery device retained in the stomach comprising a planar 
figure made from an erodible polymer that may release the drug over a 
controlled, predictable, and extended time (abstract, claim 1). Figs. 1-6 teach the 
rolled or folded extrudate which is inserted into a hollow tube for delivery to the 
stomach, that is large enough and rigid enough that when flat it will not pass out 
of the stomach (col. 4, lines 8-25). 

• Various erodible polymers are taught in the '627 and include cellulosics, 
Eudragits, etc and the drug is mixed or dispersed in the polymer prior to 
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formation (col. 5, lines 46-col. 6, line 55) and extrusion is taught (col. 5, lines 11) 
(according to the limitations of claim 16). 

Claim 16 is rejected under 35 U.S.C. 102(b) as being anticipated by US 
4,758,436 ('436). 

The instant claims are drawn to an extruded pharmaceutical product for retention 
in the stomach comprising an extrudate of a mix of hydratable polymer and active 
ingredient, the product prepared by the process comprising extruding of the mix of 
hydratable polymer and active ingredient using an extrusion mould designed to provide 
an extrudate with a rolled or prefolded configuration or an extrudate which is a hollow 
tube, and cutting the extrudate to give a plurality of rolled sheets, prefolded sheets or 
sealed tubes. 

• '436 teaches a drug delivery device retained in the stomach comprising a ring 
figure made from polymers that may release the drug over a controlled, 
predictable, and extended time (abstract, claim 1). Figs. 1-2 teach the rolled or 
folded extruded figure can be solid or hollow which is inserted into a hollow tube 
for delivery to the stomach and that is large enough and rigid enough that when 
flat it will not pass out of the stomach (col. 4, lines 19-40). 

• Various erodible polymers are taught in '436 and include cellulosics, Eudragits, 
etc and the drug is mixed or dispersed in the polymer prior to formation (col. 7, 
lines 1 1-60) and extrusion is taught (col. 4, line 24; col. 6, lines 11) (according to 
the limitations of claim 16). 
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Claim 16 is rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,439,966 ('966). 

The instant claims are drawn to an extruded pharmaceutical product for retention 
in the stomach comprising an extrudate of a mix of hydratable polymer and active 
ingredient, the product prepared by the process comprising extruding of the mix of 
hydratable polymer and active ingredient using an extrusion mould designed to provide 
an extrudate with a rolled or prefolded configuration or an extrudate which is a hollow 
tube, and cutting the extrudate to give a plurality of rolled sheets, prefolded sheets or 
sealed tubes. 

• '966 teaches a drug delivery device retained in the stomach comprising a figure 
made from polymers that may release the drug over a controlled time (col. 1 , 
lines 28-29; col. 7, lines 44-50). '966 teaches that the device can be a sheet, 
slab, cylinder, or rod that can be hollow and further rolled or folded and inserted 
into a hollow tube for delivery to the stomach (col. 2, lines 53-58; col. 4, lines 67- 
col. 5, line 2; col. 5, lines 24-32) and that is large enough and rigid enough that 
when flat it will not pass out of the stomach (col. 4, lines 19-40). 

• Various polymers are taught in '966 and include polyethylene oxide, etc and the 
drug is mixed or dispersed in the polymer prior to formation (col. 5, lines 56-60) 
and extrusion is taught (col. 3, line 38-55) (according to the limitations of claim 
16). 
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Cited As Interest 

US 5,582,837 is cited as interest as teaching a sustained release oral drug 
dosage form that comprises a tablet or capsule containing a plurality of particles of a 
drug dispersed in celluloses and once ingested the tablet or capsule disintegrates and 
the particles swell and are retained in the stomach (abstract) and extrusion is taught 
(col. 6, lines 1-5; Examples 10 and 21). 

Response to Arguments 

Applicant's arguments with respect to claims 1-8 (of which only claim 1 is 
pending and withdrawn) have been considered but are moot in view of the new grounds 
of rejection necessitated by applicants' amendments. Newly added claim 16 is directed 
to an extruded pharmaceutical product that now contains process limitations and 
requires the extrudate to be of a specific form. 

Conclusions 

Applicant's amendment necessitated the newground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bethany Barham whose telephone number is (571 )-272- 
6175. The examiner can normally be reached on Monday to Friday; 8:30 a.m. to 5:00 
p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Bethany Barham /MP WOODWARD/ 

Art Unit 1 61 5 Supervisory Patent Examiner, Art Unit 1 61 5 



